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DETAILED ACTION 
Claim Rejections - 35 USC § 102 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

1 . Claims 1-9 are rejected under 35 U.S.C. 102(b) as being anticipated by Ritter et 
al.. (US 6,086.863). 

2. Ritter discloses a therapeutic compositions of microspheres for application to 
wound and/or lesions for accelerating wound healing and muscle regeneration. 
The therapeutic composition further contains pharmacologic agents or biologies 
that accelerate the wound healing process (see abstract). Essentially, all wound 
healing involves the repair or replacement of damaged tissues including but not 
limited to skin, muscle, neurologic tissues, bone, soft tissue. Internal organs or 
vascular tissue (see column 1, lines 19-25, which would encompass 
"Vascularization therapy" as claimed). Most of basic research in angiogenesis 
has concentrated on the various steps involved in blood vessel growth and in 
identifying molecules that either enhance or inhibit such processes. The 
therapeutic composition includes genetically engineered stromal cells (e.g. 
fibroblasts with or without other cells and/or elements found in loose connective 
tissue taken from the subject, including but not limited to, endothelial cells, 
pericytes, macrophages, monocytes, plasma cells, mast cells, adipocytes, etc,) 
which express a gene product beneficial for successful and/or improved wound 
healing process. It is known that during angiogenesis vascular remodeling and 
maturation occurs, leading to an upsurge of interest in the pericyte, a cell of key 
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importance in such a pathways (see column 10, lines 2-1 2+). The therapeutic 
composition includes microspheres and one or more of agents selected from the 
group consisting of anti-inflammatory, antibiotic, antiseptic, antifungal, analgesic, 
astringent agent and collagen for healing the injured tissue (see column 4, lines 
12-16). The therapeutic composition comprising microspheres discloses Induced 
an initial increase in creatine phosphokinase activity of cultured myoblasts, which 
is correlated with biochemical maturation of myogenic cells (see column 15, lines 
66-67 and column 16, lines 1-47+). These disclosures render the claims 
anticipated. 

3. Claims 1-9 are rejected under 35 U.S.C. 102(b) as being anticipated by Martin et 
al., (US 5,602,183 here after '183)' 

4. The '183 patent discloses a therapeutic demiotological wound healing 
composition comprising a buffering agent, an anti-inflammatory agent and a 
wound healing composition required for the repair of cellular membranes and 
resuscitation of mammalian cells (see column c 1, lines 15-32). The '183 patent 
also discloses wound healing process whereby the injured tissue is repaired, 
specialized tissue is regenerated and new connective or granulation tissue and 
blood vessels are formed. Wound healing compositions can increase the 
resuscitation rate of injured mammalian cells and the proliferation rate of new 
mammalian cells to replace dead cells (see column 1 , lines 46-57 and column 8, 
lines 21-35). The '183 patent also discloses the dermatological-wound healing 
compositions contain a therapeutically effective amount of topical antiseptic to 
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further reduce the duration and severity of healing (see column 8, lines 17-20). 
The '183 patent also discloses the therapeutic wound healing composition being 
used in ingestible products to protect and increase the resuscitation rate of 
erosions, stomach ulcers, and hemorrhages in the gastric mucosa and thereof 
(see column 22. lines 1 1-30). The wound healing composition may also be used 
in tissue culture media and organ transplant media to prevent and reduce injury 
to mammalian cells and increase the resuscitation rate of injured mammalian 
cells (see column 41, lines 22-30). These disclosures render the claims 
anticipated. 



Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 1 03(a) which fomns the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. Claims 1-9 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Annie et al (The FASEB Journal 1998, 12:1331). In view of Vyakarnam et al., 
(US 2001/0033857). 

7. Claims 1 -9 are drawn to method of treatment comprising vasculariztion therapy 



to regenerate blood vessels. 
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8. The Annie publication discloses a process of endothelial cell production and 
coculture of various cell types to regenerate tissue and blood vessels. Annie also 
discloses a method of developing a vascular like network inside tissue- 
engineered skin to improve graft vascularization. 

9. The Annie publication fails to teach specifically the treatment of fabricated 
collagen biopolymer with antiseptic solution to remove contamination and 
bacteria during the process of vascularization. 

1 0. The Vyakarnam publication discloses the use of porous biocompatible 
bioabsorbable gradient foam comprising microstructure as a template for tissue 
regeneration, repair or augmentation (see Para 0001 ). 

1 1 . The Vyakamam publication fails to teach the use of this biocompatible 
bioabsorbable foam in carbonated water at warm temperatures for the repair or 
regeneration of tissue. The prior art provides various methods of vascularization 
or angiogenesis process, which involves the fomnation of new blood vessels from 
pre-existing vessel bed and wound healing in diseased or injured tissues, the 
adult cutaneous vasculature is usually quiescent but retains the ability to initiate a 
rapid physiological (e.g. hair cycle, wound healing) or pathological angiogenic 
response if the balance between endogenous inhibitors and stimuli is altered. 

1 2. It would have been obvious to one of ordinary skill in the art to modify the 
biopolymers of Annie for endothelial cell proliferation, because it is known in the 
art that contamination of the polymer with bacteria and other foreign particles will 
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degenerate endothelial cells and consequently tissue regeneration process of 
tissue and blood vessels. 
1 3. It would have been obvious to one of ordinary sl<ill in the art to modify the 

biopolymer of Vyakarnam by co culturing the biocompatible bioabsorbable foam 
in an aqueous carbonated media at desired temperature for regeneration of 
blood vessels and tissue from pre-existing vessel bed and wound healing in 
diseased or injured tissues, because it is known in the art that growth of new 
capillary blood vessels occurs during wound healing, development of the corpus 
luteum, and fomriation of blood vessel collaterals. 



Conclusion 

No claims are allowed at this time. 

Any inquiry concerning this communication or eariier communications from the 
examiner should be directed to Jagadishwar R. Samala whose telephone 
number is (571 )272-9927. The examiner can nomially be reached on 8.30 A.M 
to 5.00 P.M. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, IVIichael G. Hartley can be reached on (571)272-0616. The fax 
phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status Information for unpublished applications is available through Private PAIR 
only. For more Information about the PAIR system, see http://pair- 
dlrect.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786- 
9199 (IN USA OR CANADA) or 571-272-1000. 
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Examiner 
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